33rd NATIONAL CONFERENCE ON | Proposal# 101
INTERSTATE MILK SHIPMENTS Committe:  Tech/Scientific

Passed as Passed as
Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

Allow for the illumination of milk, milk products or whey with ultraviolet light (UV) as an
adjunct to thermal pasteurization in order to increase the shelf life of the product.

B. Reason for the Submission and
Public Health Significance and/or Rationale Supporting the Submission

The delivery of ultraviolet light at 254 nm (UV) as an adjunct to pasteurization will aid in the
inactivation of spoilage microbes in milk, milk products or whey. UV light inactivation of
microbes is an established technology that currently has many commercial applications
including municipal water supplies and juice products. UV will provide an added measure of
quality and increase the availability of products to the consumer with the goal of maintaining
sensory properties until the end of shelf life. As an adjunct to pasteurization, UV’s ability to
inactivate bacterial spores may also play a role in food defense by inactivating biosafety level
three pathogens that might be introduced with criminal intent.

C. Proposed Solution ‘

Changes to be made on page(s): Page 28 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
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2009 Procedures 2009 Constitution and Bylaws

Modify the 2009 PMO, Page 28, SECTION 7. STANDARDS FOR GRADE "A'" MILK
AND MILK PRODUCTS

All Grade “A” raw milk or milk products for pasteurization, ultra-pasteurization, or aseptic
processing and all Grade "A" pasteurized, ultra-pasteurized or aseptically processed milk and milk
products, shall be produced, processed, manufactured and pasteurized, ultra-pasteurized, or
aseptically processed to conform to the following chemical, physical, bacteriological and
temperature standards and the sanitation requirements of this Section. No process or manipulation
other than pasteurization, ultra-pasteurization or aseptic processing; processing methods integral
therewith; and appropriate refrigeration shall be applied to milk and milk products for the purpose
of removing or deactivating microorganisms, provided that filtration, end/er bactofugation, and/or
ultraviolet light processes are performed in the milk plant in which the milk or milk product is
pasteurized, ultra-pasteurized or aseptically processed. Provided, that in the bulk shipment of
cream, nonfat (skim) milk or reduced fat or lowfat milk, the heating of the raw milk, one time, to
temperatures greater than 52°C (125°F) but less than 72°C (161°F), for separation purposes, is
permitted when the resulting bulk shipment(s) of cream, nonfat (skim) milk or reduced fat or
lowfat milk are labeled heat-treated. In the case of heat-treated cream, the cream may be further
heated to less than 75°C (166°F) in a continuing heating process and immediately cooled to 7°C
(45°F) or less when necessary for enzyme deactivation (such as lipase reduction) for a functional
reason.

Name: Dr. James S. Cullor

Univ. of California — Davis, School of Veterinary Medicine,
Agency/Organization: . Veterinary Medicine Teaching and Research Center

-

Address: . 18830 Road 112

City/State/Zip: Tulare, CA 93274

Telephone No.: 559-688-1731 E-mail Address: jscullor@ucdavis.edu



33rd NATIONAL CONFERENCE ON | Proposal #: 102
INTERSTATE MILK SHIPMENTS

Committee: Lab

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

To eliminate some tests that are currently not being conducted on Grade A Non Fat Dry Milk
from the table in Section 7 of the PMO. Also this proposal will add the requirements to sample
and test other dry milk products such as MPC and milk permeate powders.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

Currently may of the states are not currently conducting these tests. FDA has concluded that
since there are no validated and certified tests for these they are not debiting for the lack of these
tests being completed. They are more for the standard of identity rather than quality or safety.

C. Proposed Solution

Changes to be made on page(s): 30 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms

2009 Procedures 2009 Constitution and Bylaws



GRADE "A" NONFAT DRY No More Than:
MILK AND DRY MILK Butterfat—............... - 25%
PRODUCTS Moistire—......coueunnn. 4-00%4%
Firetable-Aeidi. ... 0-15%

SelsbilityIades. ........ it
Bacterial Estimate. ...... 30,000 per gram

Coliform.................. 10 per gram
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Name: Mike Wiggs

Agency/Organization: Idaho Department of Agriculture

Address: PO Box 790

' City/State/Zip:- Boise, Idaho 83701

Telephone No.: 208-736-3077 E-mail Address: mike.wiggs@agri.idaho.gov



33rd NATIONAL CONFERENCE ON | Proposal # 103
INTERSTATE MILK SHIPMENTS

Committee: Lab

Passed as Passed as
Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

This Proposal addresses proposed changes to Table 1. Chemical, Physical, Bacteriological,
and Temperature Standards within Section 7. Standards for Grade “A” Milk and Milk
Products of the 2009 PMO. It specifically addresses changes to the standards for Grade “A”
Nonfat Dry Milk (NFDM) by proposing to eliminate the quality testing standards, lowering
the bacterial limit from 30,000 per gram to 10,000 per gram to be consistent with USDA’s
bacterial limit for Extra Grade NFDM, and adds “Dry Milk and Milk Products™ to this
header. This addition would resolve an outstanding oversight in Table 1 of not making
reference to the bacteriological and coliform testing of other dry milk and milk products,
which are required, i.e., dry whole milk, dry cream, etc.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

This Proposal makes corrections to Table 1 and proposes to delete the quality standards
identified for nonfat dry milk and milk products. During check ratings it was identified that
many States were not requiring all of the quality standards tests for nonfat dry milk to be
conducted and the PMO does not address regulatory action that would be required if the
quality standards were not met.

This Proposal is also proposing to decrease the bacterial limit standard from 30,000 per gram
to 10,000 per gram. This standard would be consistent with USDA’s bacterial standards for
Extra Grade NFDM. Drying plants that are drying both Grade “A” and Extra Grade NFDM
are already complying with the 10,000 per gram standard. Surveys of a few States (CA, MN,
WI and NY) indicated that very few, if any, of the previous bacteriological results would
have exceeded the 10,000 per gram proposed new standard for Grade “A” NFDM or Grade
“A” dry milk and milk products.



Also, “Dry Milk and Milk Products” are to be added to this header, which would resolve an
outstanding oversight in the PMO in making reference to the bacteriological and coliform
testing of other dry milk and milk products, i.e., dry whole milk, dry cream, etc. These other
Grade “A” dry milk and milk products, as defined by the PMO, are required to be sampled
and tested in accordance with Section 6; however, through an oversight they have not been
properly identified in Table 1. States are routinely testing these Grade “A” dry milk and milk
products for bacteria and coliform in accordance with Section 6 of the PMO and the
laboratory test results have always been reviewed and utilized in the calculation of
Enforcement Ratings when conducting State ratings and FDA check ratings. For these Grade
“A” dry milk and milk products, test methodologies for bacteria and coliform have been
validated by FDA and accepted by the NCIMS.

C. Proposed Solution

Changes to be made on page(s): 30 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Strike-through text to be deleted and underline text to be added.
Matke the following changes to the 2009 PMO.
SECTION 7. STANDARD FOR GRADE “A’” MILK AND MILK PRODUCTS

Table 1. Chemical, Physical, Bacteriological, and Temperature Standards

Page 30:
GRADE “A” NONFAT DRY No-MereThan Not to Exceed:
MILK AND DRY MILK Butterfat———————— 125%
AND MILK PRODUCTS ;

Bacterial Limit.......... 30,0000 10,000 per gram
Coliform................. 10 per gram
SeerehedRarheles

dise B 15-0-per gram




Name:  CFSAN

| Ag'eﬂéy/Ofgahizatiion: Food and Drug Administration

Address: | 5100 Paint Branch Parkway

City/State/Zip:  College Park, MD 20740

B B 27727

' Telephone No.:  (301) 436-2175 E-_;’;/;}r_ai,l Address:

: Robert.Hennes@fda.hhs.gov







33rd NATIONAL CONFERENCE ON | Proposal #: 104
INTERSTATE MILK SHIPMENTS

Committee: Lab

No Passed as
Action Submitted

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

The American Dairy Products Institute (ADPI), national trade association of the processed
dairy products industry, represents domestic and international manufacturers of dry milks
(including nonfat dry milk), evaporated milks, whey products and cheese. Accordingly, ADPI
is an interested party in this matter and submits the following problem:

Grade A Pasteurized Milk Ordinance - 2009 Revision

Table 1. Chemical, Physical, Bacteriological and Temperature Standards
. - Werequest that the bacterial limit for Grade “A” Nonfat Dry Milk (NDM) be reduced
from 30,000 to 10,000/g.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

In 2000, ADPI changed its Grade Standards to specify a Standard Plate Count (bacterial
estimate) of not greater than 10,000/g for Extra Grade Nonfat Dry Milk (NDM).

The Institute requested that USDA consider similar changes to the United States Standards for
Grades of Nonfat Dry Milk (Spray Process). The agency has taken such an action and the
maximum bacterial count of 10,000/g for U. S. Extra Grade Nonfat Dry Milk became effective
on February 2, 2001. Therefore the FDA standard of 30,000 is inconsistent with the USDA &
Industry standard as reported by the ADPI Bulletin 916, “Standards for Grades of Dry Milks
Including Methods of Analysis.”

This difference in bacterial counts has created confusion in the domestic market as well as in
the export market. The term Grade “A” is misdescriptive as it doesn’t represent the highest
quality NDM in terms of Standard Plate Count.

1



In terms of safety, a food with a lower bacterial count suggests a safer product; therefore, the

term “Grade A” should connote the best (i.e., lowest) bacterial standard.

C. Proposed Solution

Changes to be made on page(s): 30 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Make the following changes to the 2009 PMO.
Strike-through text to be deleted and underline text to be added.
SECTION 7. STANDARD FOR GRADE “A’” MILK AND MILK PRODUCTS

Table 1. Chemical, Physical, Bacteriological, and Temperature Standards

Page 30:

GRADE “A” NONFAT DRY No More Than:

MILK Butterfat............ 1.25%
Moisture............ 4.00%
Titratable Acidity...... 0.15%
Solubility Index......... 1.25 mL
Bacterial Limit.......... 30,0000 10,000 per gram
Coliform................. 10 per gram
Scorched Particles

_ discB................. 15.0 per gram

Name:  Dan Meyer

N TN

Agency/Organization: _American Dairy Products Institute (ADPI)

| Address: 116 N. York St., Ste. 200

' City/State/Zip: _Elmhurst, IL 60126

 Telephone No.:  630-53-8700
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Eamailiddiess §. dmeyer@adpiorg
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33rd NATIONAL CONFERENCE ON | Proposal # 105
INTERSTATE MILK SHIPMENTS

Committee: Tech/Scientific

Passed as Passed as
Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

The purpose of this proposal is to provide language under Item 1r of the PMO for the
allowance of quartermilker use under circumstances where public health would not be
jeopardized.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

Some mastitis pathogens are self-limiting and the animal “self-cures” or the infection may not
otherwise be responsive to antibiotic therapy. Because of concern over the potential of
increasing antimicrobial resistance, antibiotic therapy is more often discouraged except for
those cases where it is likely to be beneficial for the animal. This approach may reduce the
chance of violative milk or tissue residue. Using a quartermilker to harvest the abnormal milk
from untreated cows while offering the uncontaminated, uninfected milk of the other three
quarters for human consumption provides a humane way to deal with abnormal, potentially

unresponsive quarters and extend the useful life of the animal without jeopardizing public
health.

Review of scientific literature (M. Guélat-Brechbuehl et al. Veterinary Record 2010 167: 211-
215; K.A. Newman et al. Journal of Dairy Research 77:99-106; M.D. Apparao et al. J. Dairy
Sci. 92:2589-2597) indicates that the common contagious mastitis pathogens infect quarters of
other animals in the herd through vectors such as contaminated hands and teat cup liners.

Liner slips causing a “reverse droplet impact” can spread contagious mastitis to other quarters
of the same animal through the milking process. The use of a quartermilker in untreated cows
eliminates the possibility of “reverse droplet impact” since the liner of abnormal quarter is not
in any way connected to the milk claw. Using a separate liner with the quartermilker will limit
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the spread of infection through a contaminated liner.

There is no evidence in scientific literature to suggest that most common mastitis pathogens
infect other quarters of an animal by crossing the “blood/milk barrier.” Although an animal
may have one infected quarter, other quarters can and often remain uninfected. This concept is
generally recognized in the dairy industry. Mastitis studies almost always address mastitis
infections on a “quarter” basis rather than a “cow” or “animal” basis. The uninfected or
normal appearing quarters are acceptable for human consumption provided that they are not
otherwise contaminated. In an instance where a pathogen may be in a quarter not showing any
clinical signs of infection, there is essentially no difference in offering milk from these quarters
for human consumption than from any other subclinically infected quarter in the herd.

C. Proposed Solution

Changes to be made on page(s): 31-32 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws
ITEM 1r. ABNORMAL MILK

Quarters of lactating Laetating animals which show evidence of the secretion of milk with
abnormalities in ene-(H-er-mere-quarters, based upon bacteriological, chemical, or physical
examination, shall be milked last or with separate equipment and the milk shall be discarded
provided that milk from the remaining quarters being offered for sale is fit for human
consumption. Lactating animals producing contaminated milk, that is, lactating animals which
have been treated with, have consumed chemical, medicinal or radioactive agents, which are
capable of being secreted in the milk and which, in the judgment of the Regulator Agency,
may be deleterious to human health, shall be milked last or with separate equipment and the
milk disposed of as the Regulatory Agency may direct. (For applicability to Automatic
Milking Installations (AMIs), refer to Appendix Q.)

PUBLIC HEALTH REASON

The health of lactating animals is a very important consideration because of a number of
diseases of lactating animals, including salmonellosis, staphylococcal infection and
streptococcal infection, may be transmitted to man through the medium of milk. The
organisms of most of these diseases may get into the milk either directly from the udder or
indirectly through infected body discharges which may drop, splash or be blown into the milk.
Bovine mastitis is an inflammatory and, generally, highly communicable disease of the bovine
udder. Usually, the inciting organism is a streptococcus of bovine origin (type B), but a
staphylococcus or other infectious agent often causes the disease. Occasionally lactating
animal’s udders become infected with hemolytic streptococcus of human origin, which may
result in milkborne epidemics of scarlet or septic sore throat. The toxins of staphylococci and
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possibly other organisms in milk may cause severe gastroenteritis. Some of these toxins are
not destroyed by pasteurization.

ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when:
1. Milk from lactating animals being treated with medicinal agents, which are capable of

being secreted in the milk, is not offered for sale for such a period as is recommended by
the attending veterinarian or as indicated on the package label of the medicinal agent.

2. Milk from lactating animals treated with or exposed to insecticides, not approved for the
use on dairy animals by the EPA, is not offered for sale.

3. The Regulatory Agency requires such additional tests for the detection of milk with
abnormalities, as they deem necessary.

4. Bloody, stringy, off-colored milk, or milk that is abnormal to sight or odor, is so handled
and disposed of as to preclude the infection of other lactating animals and the
contamination of milk utensils.

5. Quarters of lactating tactating-animals secreting milk with abnormalities are milked last
or in separate equipment, which effectively prevents the contamination of the
wholesome supply. Milking equipment used on animals with abnormalities in their milk is
maintained clean to reduce the possibility of re-infecting or cross infection of the dairy
animals.

6. Equipment, utensils and containers used for the handling of milk with abnormalities are
not used for the handling of milk to be offered for sale, unless they are first cleaned and
effectively sanitized.

7. Processed animal waste derivatives, used as a feed ingredient for any portion of the total
ration of the lactating dairy animal, have been:

a. Properly processed in accordance with at least those requirements contained in
the Model Regulations for Processed Animal Wastes developed by the Association
of American Feed Control Officials; and

b. Do not contain levels of deleterious substances, harmful pathogenic organisms or
other toxic substances, which are secreted in the milk at any level, which may be
deleterious to human health.

8. Unprocessed poultry litter and unprocessed recycled animal body discharges are not fed to
lactating dairy animals.



Name: Jamie Jonker

Agency/Organization: National Milk Producers Federation

Address: 2101 Wilson Blvd, Suite 400

City/State/Zip:  Arlington, Virginia 22201

Telephone No.: 703-243-6111 E-mail Address:  jjonker@nmpf.or




33rd NATIONAL CONFERENCE ON | Proposal # 106
INTERSTATE MILK SHIPMENTS

Committee: Hauling

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

Allows for additional alternatives for the direct loading of milk on a dairy farm by utilizing
stubbed piping outside of the milkhouse wall as well as a transfer hose through the milkhouse
hose port.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

As dairy farms increase in size the direct loading of milk becomes more of a financially
feasible option versus the milkhouse bulk milk tank. The current method of direct loading
allowed for in the PMO has proven effective and has demonstrated that milk can be directly
loaded onto a trailer in a safe and sanitary manner. One of the problems noted with the current
method, however, is the inability in many cases to consistently provide an adequate seal around
the back of the tanker to protect the milkhouse from the outside.

This proposal provides for safe and sanitary direct load alternatives that can be used while

protecting the milkhouse from outer openings as well as the protection of the transfer hose
connection to the tanker.

C. Proposed Solution

Changes to be made on page(s): 36-40 of the (X - one of the following):

X 2009 PMO 2009 EML



2009 MMSR 2400 Forms

2009 Procedures 2009 Constitution and Bylaws
2009 PMO, Pages36-37:
ITEM 5r. MILKHOUSE - CONSTRUCTION AND FACILITIES

A transportation tank may be used for the cooling and/or storage of milk on the dairy farm.
Such tank shall be provided with a suitable shelter for the receipt of milk. Such shelter shall
be adjacent to, but not a part of, the milkhouse and shall comply with the requirements of the
milkhouse with respect to construction items; lighting; drainage; insect and rodent control; and
general maintenance. In addition, the following minimum criteria shall be met:

+a. An accurate, accessible temperature-recording device.....
2b. Temperature-recording charts shall be maintained.....

3¢. The milk shall be sampled at the direction of.....

4d. The milk tank truck shall be effectively agitated.....

When the Regulatory Agency determines conditions exist whereby the milk tank truck can be
adequately protected and sampled without contamination, a shelter need not be provided if the
following minimum criteria are met:

}a. The milk hose connection is accessible to, and made from within, the milkhouse. The milk
hose connection to the milk tank truck is completely protected from the outside environment at
all times. In the case of direct loading of milk from the milkhouse to the transportation tank it
shall be done in accordance with Item 5r, ADMINISTRATIVE PROCEDURES #15.

2b. To assure continued protection of the milk,.....

3¢. The milk tank truck shall be washed and sanitized.....

4d. An accurate, accessible temperature-recording device shall be installed.....

Se. Temperature-recording records shall be maintained.....

6f. The milk shall be sampled at the direction of the Regulatory Agency,.....

7g. The milk tank truck shall be parked.....

2009 PMO, Pages 39 — 40;
ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:

1312. Water under pressure is piped into the milkhouse.
+413. Each milkhouse is provided with facilities for heating.....
1514. The milkhouse is equipped with a wash-and-rinse vat.....

1215. The transfer of milk from a bulk milk tank or the direct loading of milk from the
milkhouse to a bulk milk pickup tanker is through a hose port located in the milkhouse wall.
The port shall be fitted with a tight door, which shall be in good repair. It shall be kept closed

except when the port is in use. An easily cleanable surface shall be constructed under the hose
port, adjacent to the outside wall and sufficiently large to protect the milk hose from con-
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tamination.
Provided, milk can be transferred from a bulk milk tank or directly loaded from the milkhouse
to a bulk milk pickup tanker by stubbing the milk transfer and associated CIP cleaned lines

When the Regulatory Agency determines conditions exist whereby the milk tank truck can be
adequately protected and sampled without contamination, a shelter need not be provided if the
following minimum criteria are met:

a. The milk hose connection is accessible to, and made from within, the milkhouse. The
milk hose connection to the milk tank truck is completely protected from the outside
environment at all times. In the case of the direct loading of milk from the milkhouse
to the transportation tank it shall be done in accordance with ItemS5r,
ADMINISTRATIVE PROCEDURES #15.

Name:  Peggy Gates, Program Manager, Dairy Regulatory Division

Agency/Organization: Georgia Department of Agriculture

N\

Address:' 19 Martin Luther King Drive

City/State/Zip:  Atlanta, GA 30334

Te]gphone No.: 404 656-3625 E-mail Address: Peggy.Gates@agr.georgia.gov
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33rd NATIONAL CONFERENCE ON | Proposal # 107
INTERSTATE MILK SHIPMENTS

Committee:

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

All equipment installed in Grade-A dairy farms and processing plants must comply with the
construction and design criteria of the PMO. One of the guidance documents that should be
used in assessing equipment is titled “Milk and Milk Product Equipment: A Guideline for
Evaluating Construction”, published by the FDA. 3-A Sanitary Standards should also be used
as guidance in determining compliance. The PMO references 3-A Standards in several
sections in the form of a “NOTE”. The wording of the “NOTE” should specify that 3-A
Sanitary Standards and the FDA Equipment Guideline should be used as guidance in
evaluating all equipment for compliance with the PMO.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

The PMO states that “Equipment manufactured in conformity with 3-A Sanitary Standards
complies with the sanitary design and construction standards of this Ordinance”. For
equipment not displaying the 3-A Symbol, the 3-A Standards and FDA Equipment Guideline
should be used as guidance for dairy plant and farm inspectors. This may already be implied
but the Proposal provides clarification that Regulatory Agencies should use the 3-A Standards
and FDA Guideline when evaluating dairy equipment.

C. Proposed Solution

Changes to be made on page(s): 45 and 66 of the (X - one of the following):

X 2009 PMO 2009 EML
1



2009 MMSR 2400 Forms

2009 Procedures 2009 Constitution and Bylaws

Add to the “NOTE:” sections of Item 9r and 11p, the following sentence after, “Equipment
manufactured in conformity with 3-A Sanitary Standards complies with the sanitary design
and construction standards of this Ordinance. The 3-A Sanitary Standards and FDA document
titled “Milk and Milk Product Equipment: A Guideline for Evaluating Construction” should be

used as guidance for all applicable dairy equipment in determining compliance with this
section.”

Name: Kenneth Anderson

-

Agency/Organization: Harold Wainess & Associates, Inc

Address: 2045 Dunhill Court

City/State/Zip:  Arlington Heights, IL 60004

Telephone No.: 847/259-6400 E-mail Address: Ken. Anderson@Harold Wainess.com



33rd NATIONAL CONFERENCE ON | Proposal #: 108
INTERSTATE MILK SHIPMENTS S, J

No Passed as
Action Submitted

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

Remove and exclude expired drugs from the dairy premises and clarify that expired drugs are
not used to treat dairy animals.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

The use of expired drugs on dairy farms is widespread. Dairy producers purchase drugs from
their veterinarian and store left over drugs in the medicine cabinets. These drugs are then
available when another animal appears to have similar symptoms and producers decide
treatment and dosage themselves without the proper and necessary veterinary-client-patient
relationship. Expired drug use contributes to the misuse of drugs in food-producing dairy
animals and contributes to violative residues. Removing expired drugs from the dairy premises
will clean out farm medicine cabinets, remove old unapproved drugs from use, replace expired
products with worn labels that no longer have clear directions for use and cause producers to
communicate more with their veterinarian. Veterinarians will have an increased client-patient
interaction on the dairy farm and be more involved in the treatment and diagnosis of conditions
that warrant drug use.

C. Proposed Solution

Changes to be made on page(s): Page 51 of the (X - one of the following):

X 2009 PMO 2009 EML



2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Modify the 2009 PMO, page 51, add:
7. Drugs are stored in such a manner that they cannot contaminate the milk or milk product-
contact surfaces of the containers, utensils or equipment.

8. Expired animal drugs are not to be used to treat dairy animals and are not to be stored in the
milkhouse, milking barn, stable or parlor.

Name:  Nancy Grana

Wisconsin Department of Agriculture, Trade and Consumer
Agency/Organization: Protection, Division of Food Safety

Address: 2811 Agriculture Drive, P.O. Box 8911

City/State/Zip: Madison, W1 53708-8911

WS

Telgphone No.: 715-669-3388 E-mail Address: nancy.grana@wisconsin. gov

S



33rd NATIONAL CONFERENCE ON | Proposal # 109
INTERSTATE MILK SHIPMENTS

Committee:

Passed as Passed as
Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

This proposal would allow regulatory milk plant water samples to be collected by industry
personnel under the approval and direction of the regulatory agency

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

There is continued loss of resources such as staff and funding issues impact all participants
of the Interstate Milk Shipment Conference. By providing more flexibility to the
regulatory agency, state programs will be better able to meet and maintain the requirements
of the IMS program.

The collection of raw milk producer samples under the direction of the regulatory agency is
allowed for in Section 6 of the 2009 PMO as well as vitamin samples for assay analysis.

Under Appendix J.- Standards For The Fabrication Of Single-Service Containers And
Closures For Milk And Milk Products, Single Service Container plants that are located
within or outside of the United States are required to collect and have analyzed single
service containers as outlined in Section C. of Appendix J. These container collections are
not required to be conducted by a regulatory agency and yet the collection and analysis of
such single service containers by the industry have been done successfully over the years.

Allowing for similar raw milk producer sampling protocols for plant water samples with
regulatory agency oversight will provide for flexibility in the management of regulatory
resources without impacting public health protection.



C. Proposed Solution

Changes to be made on page(s): 61 of the (X - one of the following):
2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Strike-out text to be deleted and underline text to be added.
ITEM 7p. WATER SUPPLY
This item is deemed to be satisfied when:  ......

7. Samples for bacteriological testing of individual water supplies are taken upon the initial
approval of the physical structure; each six (6) months thereafter; and when any repair or
alteration of the water supply system has been made. Samples shall be taken by under the
direction of the Regulatory Agency and examinations shall be conducted in an official
laboratory. To determine if water samples have been taken at the frequency established in this
Section, the interval shall include the designated six (6) month period plus the remaining days
of the month in which the sample is due

Name:  Claudia G. Coles WA Food Safety Manager & Antone Mickelson WDIPAC Chair

Washington State Department of Agriculture & Washington Dairy
Agency/Organization: Inspection Program Advisory Committee

]

Address: 1111 Washington Street PO Box 42560

City/State/Zip: Olympia, Washington 98504-2560 g
360-902-1905 ccoles@agr.wa.gov
Tglepho_l}g_l\_l__q.\: q509-952-645 5 E-mail Address: antone.mickelson@darigold.com




33rd NATIONAL CONFERENCE ON | Proposal # 110
INTERSTATE MILK SHIPMENTS

Committee: Scientific

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

This proposal makes changes to section 12p to allow for the extended storage time after
culturing and “breaking” of cultured products within the same vat providing conformity
between section 17p and section 12p. Currently the PMO does not state that the requirements
in 17p are specific to cup-set products, however cup-set products has been interpreted.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

Item 17p Cooling of Milk and Milk Products addresses the concern and ability to hold
cultured products (within the specified pH range) above 7°C (45°F) for the purpose of
packaging and “setting” the product in the cup as long as the finished product is cooled to 7°C
(45°F) or less within a specified time limit. This will allow for a less viscous product to be
processed and packaged in a more fluid state, and then build the finished body texture as the
product sets in the cup during cool-down.

In a vat-set yogurt the finished body is built within the tank at the time of culturing and
cooling. At the point where the product reaches Final Processing, which is the desired pH
“break” point, the agitation required to rapidly cool the product to 7°C (45°F) or less in the
tank can shear the product, causing undesirable body texture.

Currently, 12p requires that all tanks used for storage of Milk and Milk Products shall be
cleaned and emptied at least every 72 hours. Through the research that was completed and
submitted to justify the sanitary condition and protection of Public Health by allowing
cultured products (as defined in 17p) to be slowly cooled to 7°C (45°F) in a cup, it is safe to
say that this same public health protection would be valid in a clean and sanitized tank, as
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long as the pH and time/temperature conditions are met within the tank.
This submission is to add the same qualifications to section 12p to allow for product to be held

in a processing tank longer than 72 hours, but not longer than the established cool-down time
limits already established in 17p.

C. Proposed Solution

Changes to be made on page(s): 66-68 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Make the following changes to the 2009 Grade “A” Pasteurized Milk Ordinance.
Strike-out text to be deleted and underlined text to be added.
PMO Page 66 to 68:
ITEM 12p. CLEANING AND SANITIZING OF CONTAINERS AND EQUIPMENT

The product-contact surfaces of all multi-use containers, utensils and equipment used in the
transportation, processing, condensing, drying, packaging, handling, and storage of milk or
milk products shall be effectively cleaned and shall be sanitized before each use. Provided,
that cloth-collector systems used on dryers shall be cleaned and sanitized or purged at intervals
and by methods recommended by the manufacturer and approved by the Regulatory Agency.
Provided further, that piping, equipment and containers used to process, conduct or package
aseptically processed milk and milk products, beyond the final heat treatment process, shall be
sterilized before any aseptically processed milk or milk product is packaged and shall be re-
sterilized whenever any non-sterile product has contaminated it.

All tanks and silos used for culturing acidified milk products, meeting the pH requirements of
17p, shall be exempt from the 72 hour storage requirement as long as all tanks/silos are
equipped with a 7-day temperature recording chart that complies with Appendix H. IV. The
following acidified products may be stored in tanks/silos for up to the time allotted for the
cooling of cultured finished products in 17p as long as the milk products are cooled to 7°C
(45°F) or less prior to the expiration of time given for final packaged (filled) product cooling
as required in section 17p.

1. Cultured sour cream at all milkfat levels with a pH of 4.70 or below and cooled to 7°C
(45°F) or less within one hundred sixty eight (168) hours of Final Processing;
2. Acidified sour cream at all milkfat levels with a pH of 4.60 or below and cooled to 7°C
(45°F) or less within one hundred sixty eight (168) hours of Final Processing;
3. All yogurt products at all milkfat levels with an initial pH of 4.80 or below at filling, with a
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pH of 4.60 or below within twenty-four (24) hours of filling* and cooled to 7°C (45°F) or less
within ninety-six (96) hours of Final Processing; and

4, Cultured buttermilk at all milkfat levels with a pH of 4.60 or below and cooled to 7°C
(45°F) or less within twenty-four (24) hours of Final Processing.

PUBLIC HEALTH REASON

Milk and milk products cannot be kept clean and safe, if permitted to come into contact with
containers, utensils and equipment that have not been properly cleaned and sanitized.

ADMINISTRATIVE PROCEDURES

This Item is deemed to be satisfied when:

1. All multi-use containers and utensils are thoroughly cleaned after each use and all
equipment is thoroughly cleaned at least once each day used, unless the Regulatory Agency
has reviewed and accepted information, in consultation with FDA, supporting the cleaning of
multi-use containers and utensils at frequencies extending beyond one (1) day or seventy-two
(72) hours in the case of storage tanks, or forty-four (44) hours in the case of evaporators,
which are continuously operated. Supporting information shall be submitted to and approved
by the Regulatory Agency prior to initiating the qualification period if required. Finished
product produced during an extended run must meet all applicable requirements of Section 7
of this Ordinance. Any significant equipment or processing changes shall be communicated to
the Regulatory Agency, and may result in a re-verification of the extended run proposal, if it is
determined that the change could potentially affect the safety of the finished milk or milk
product(s).
The supporting information may include but is not limited to:
Statement of proposal, including desired cleaning frequency.
Product and equipment description.
Intended use and consumers.
Distribution and storage temperatures of product.
Diagram of process of interest.
Process parameters, including temperature and times.
Hazard evaluation and safety assessment.
Review of equipment for sanitary design.

i. When indicated by a hazard evaluation and safety assessment, a plan for initial

qualification shall be developed to address identified critical process parameters.
Otherwise, storage tanks shall be cleaned when emptied and shall be emptied at least every
seventy-two (72) hours. Records must be available to verify that milk storage in these tanks
does not exceed seventy-two (72) hours. These records shall be available for at least the
previous three (3) months or from the time of the last regulatory inspection, whichever is
longer. In the case of pasteurized storage tanks, which are CIP cleaned at intervals of less than
seventy-two (72) hours, the CIP cleaning records required under Item 2.b. of this Section shall
be considered adequate. Storage tanks, which are used to store raw milk or milk products or
heat-treated milk products longer than twenty-four (24) hours and silo tanks used for the
storage of raw milk or milk products or heat-treated milk products shall be equipped with a
seven (7) day temperature-recording device complying with the specifications of Appendix H.
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IV. Electronic records that comply with the applicable provisions of Appendix H. IV and V,
with or without hard copy, may be used in place of the seven (7) day temperature-recording
records.

All tanks and silos used for culturing acidified milk products, meeting the pH requirements of
17p, shall be exempt from the 72 hour storage requirement as long as all tanks/silos are
equipped with a 7-day temperature recording device complying with the specifications of
Appendix H.IV. The following acidified products may be stored in tanks/silos for up to the
time allotted for the cooling of cultured finished products in 17p as long as the milk products
are cooled to 7°C (45°F) or less prior to the expiration of time given for final packaged (filled)
product cooling as required in section 17p.

1. Cultured sour cream at all milkfat levels with a pH of 4.70 or below and cooled to 7°C
(45°F) or less within one hundred sixty eight (168) hours of Final Processing;

2. Acidified sour cream at all milkfat levels with a pH of 4.60 or below and cooled to 7°C
(45°F) or less within one hundred sixty eight (168) hours of Final Processing;

3. All yogurt products at all milkfat levels with an initial pH of 4.80 or below at filling, with a
pH of 4.60 or below within twenty-four (24) hours of filling* and cooled to 7°C (45°F) or less
within ninety-six (96) hours of Final Processing; and

4. Cultured buttermilk at all milkfat levels with a pH of 4.60 or below and cooled to 7°C
(45°F) or less within twenty-four (24) hours of Final Processing.

Otherwise provided, evaporators shall be cleaned at the end of a continuous operation, not to
exceed forty-four (44) hours, and records must be available to verify that the operation time
does not exceed forty-four (44) hours.

Drying equipment, cloth-collector systems, packaging equipment and multi-use dry milk
products and dry whey storage containers are cleaned at intervals and by methods
recommended by the manufacturer and approved by the Regulatory Agency. Such methods
may include cleaning without water by use of vacuum cleaners, brushes, or scrapers. After
cleaning, such equipment is sanitized by a method approved by the Regulatory Agency. Cloth
collector systems and all dry product-contact surfaces downstream from the dryer shall be
sanitized or purged at intervals and by methods recommended by the manufacturer and
approved by the Regulatory Agency. Storage bins used to transport dry milk or milk products
shall be dry cleaned after each usage and washed and sanitized at regular intervals.

" Name: Mike Melville

Agency/Organization: Publix Super Markets, Inc.

Address: 777 S.W. 12" Avenue

City/State/Zip: - Deerfield Beach, FL 33442

; Telephone No.: 954 429-0122 E-mail Address: mike.melville@publix.com



33rd NATIONAL CONFERENCE ON | Proposal # 11
INTERSTATE MILK SHIPMENTS

Committee: Hauling

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

To ensure milk tank trucks are washed properly in a timely manner.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

In the milk hauling industry it is important to have a clean tank in a timely manner as milk is
moving longer distances and tank trucks are not always able to be washed when unloaded. For
public health purposes it would be in the best interest to have milk tank trucks washed after
being unloaded at a milk plant, transfer or receiving station. It ensures that soils do not build
up within the tank. Delays in washing a tank could create soil buildup inside the tank. This
proposal better ensures that milk trucks will be properly washed as specified in the PMO.

C. Proposed Solution

Changes to be made on page(s): 67 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms

2009 Procedures 2009 Constitution and Bylaws



NOTE: Appendix F. contains additional information on dry cleaning of drying equipment,
packaging equipment, and dry milk product and dry whey storage containers.

All milk tank trucks that transport Grade "A" milk and milk products, shall be washed and
sanitized at a permitted milk plant, receiving station, transfer station, or milk tank truck
cleaning facility. The milk tank truck shall be cleaned and sanitized prior to its first use. When
the time elapsed after cleaning and sanitizing, and before its first use, exceeds ninety-six (96)
hours the tank must be re-sanitized. The milk tank truck shall be cleaned and sanitized by the
milk plant, transfer or receiving station, or permitted plant after unloading Grade “A” milk or
milk products unless Appendix B item IV 3.b(3) is applicable.

Name: Cherie Tuhus

Agency/Organization: International Milk Haulers Association

Address: 5307 Indigo Way

City/State/Zip: Middleton, WI 53562
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Telezphone No.: 608-354-7110 E-mail Address: Cherie@milkhauler.org



33rd NATIONAL CONFERENCE ON | Proposal # 112
INTERSTATE MILK SHIPMENTS

Committee: Scientific

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

I propose multi-serve should be allowed up to 4 grams of residual, sterile water or chemistry
(target 3 grams) and single serve up to 3 grams (target 2 grams); while still abiding by the
current legal concentration limits, a mix of a 0.5% hydrogen peroxide, with the current test
method.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

To improve milk’s shelf life and consumer safety, we should use technology to sanitize and
sterilize both bottles and caps with peracetic acid based hydrogen peroxide products (example
Vortexx, Divosan Activ, Oxonia Active or similar). This small change in legislation will make
a huge impact in the dairy industry bringing milk from a 12-19 day shelf life to a 25-55 day
shelf life. This would allow dairies to expand their customer base and revolutionize the dairy
industry!

C. Proposed Solution

Changes to be made on page(s): 72 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

1



Additional text to be added to page 72 on Cleaning and Sanitizing of Containers

c-1-

To extend milk’s shelf life the bottler has the option of using technology that sanitizes or
sterilizes both glass and/or plastic bottles and caps with peracetic acid based hydrogen
peroxide products (example Vortexx, Divosan Activ, Oxonia Active or similar). Immediately
prior to filling you may choose to rinse with a water/chemistry solution using inverted draining
leaving up to 4 grams of residual, sterile water or chemistry (target 3 grams or less) and single
serve up to 3 grams (target 2 grams or less); while still abiding by the current legal
concentration limits, a mix of a .5% hydrogen peroxide, with the current test method.

>

Name:  Ben Fogg

Agency/Organization: Fogg Filler

WS

Address: 3455 John F Donnelly Dr

City/State/Zip: Holland, MI 49424

Telephone No.:  616-405-9443 E-mail Address: bfogg@foggﬁller.com



33rd NATIONAL CONFERENCE ON | Proposal#: 113
INTERSTATE MILK SHIPMENTS Committee: Tech

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

This Proposal updates the requirements within Item 15p(B)-Protection from Contamination of
the PMO for single-bodied double seat valves, used to separate cleaning solutions from
product circuits, to be consistent with the 3-A Standard for Double Seat Mixproof Valves (85-
01). It also provides a useful clarification and a simplification of the low pressure gravity drain
application requirements cited within Item 15p(B).

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

3-A Sanitary Standards, Inc. (3-A SSI) has updated and published a new Standard for Double-
Seat Mixproof Valves (85-01). The new 3-A Standard allows for an atmospheric vent opening
of less than the largest pipe diameter of the double seat valve. This criteria is provided and
requires that data be submitted indicating that the maximum pressure in the space between the
two (2) valve seats is equivalent to or less than the maximum pressure in the space between
the two (2) blocking seats of two (2) automatically controlled compression type valves (three
(3)-way valve to the drain and a two (2)-way valve separating product lines from cleaning and
sanitizing solution lines). Existing PMO language limits the atmospheric vent opening to a
size equal to the largest pipeline feeding the valve. This Proposal will make the PMO
requirements for single-bodied double seat valves to be consistent with current 3-A Sanitary
Standards requirements.



C. Proposed Solution

Changes to be made on page(s): 77 and 78 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Strike-through text to be deleted and underline text to be added.
Make the following changes to the 2009 PMO.

ITEM 15p. PROTECTION FROM CONTAMINATION

Page 77:
15p.(B)

1. During processing, pipelines and equipment used to contain or conduct milk and milk
products shall be effectively separated from tanks or circuits containing cleaning and/or
sanitizing solutions. This can be accomplished by:
a. Physically disconnecting all connection points between tanks or circuits containing
cleaning and/or sanitizing solutions from pipelines and equipment used to contain or
conduct milk or milk products; or
b. Separation of all connection points between such circuits by at least two (2)
automatically controlled valves with a drainable opening to the atmosphere between the
valves; or by a single-bodied double seat mixproof valve, with a drainable opening to the
atmosphere between the seats, if:
(1) The drainable opening to the atmosphere (vent) is equal to the largest pipeline
feeding-the—valve(s) connected to the mixproof valve or one (1) of the following
exceptions:
i) If the cross sectional area of the vent opening is less than that of the largest pipe

diameter for the double seat valve, the maximum pressure in the space between the
two (2) valve seats for the double seat valve shall be equivalent to or less than the

maximum pressure in the space between the two (2) blocking seats of two (2)
automatically controlled compression type valves (three (3)-way valve to the drain
and a two (2)-way valve separating product lines from cleaning and sanitizing
solution lines); or
ii) In low pressure, gravity drain applications, i.c., cheese curd transfer lines from
cheese process vats where the product line is the same size or larger than the
cleaning or sanitizing solution line, the vent may be the size of the solution line and
the valves or valve seats need not be position detectable. In order to accept this
variation, the valve(s) must fail to the blocked position upon loss of air or power,
and there shall not be any pumps capable of pushing milk or milk product, cleaning
solutions, or sanitizing solutions into this valve arrangement.

(2) Both valves, and valve seats in the case of single-bodied double seat valves, are

position detectable and capable of providing an electronic signal when not properly
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seated in the blocked position. (Refer to Appendix H., I., Position Detection Devices.)

Page 78:

(7) Variations from the above specifications may be individually evaluated and found
to also be acceptable if the level of protection is not compromised.

Name: CFSAN

Agency/Organization: Food and Drug Administration

Address: 5100 Paint Branch Parkway

City/State/Zip: College Park, MD 20740

Telephone No.: (301) 436-2175 E-mail Address: Roberc.Hennes@fda.hhs.gov






33rd NATIONAL CONFERENCE ON | Proposal # 114
INTERSTATE MILK SHIPMENTS

Committee: Tech

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

Provides more detailed pasteurized product protection and operational criteria for a milk or milk
product-to water-to-milk or milk product regenerator when used for heat exchange purposes.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

Many plants utilize milk or milk product-to water-to-milk or milk product regenerators for
the purpose of exchanging heat between raw and pasteurized product. This regeneration is an
efficient use of physical space, equipment and energy within the operation. Although 16p(D)
establishes design and operational criteria for these types of heat-exchange systems when
used within a pasteurizing or aseptic processing system, further provision for the protection
of pasteurized product when using these systems is provided for in the proposed solution.

C. Proposed Solution

Changes to be made on page(s): 81 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws



8. In no case shall pasteurized milk or milk products, be standardized with unpasteurized milk

or milk products, unless the standardized milk or milk product is subsequently pasteurized.

9. Reconstituted or recombined milk and milk products shall be pasteurized after reconstitution

or recombining of all ingredients.

10. Raw milk or milk product-to-water-to-pasteurized milk or milk product regenerators may

be used for heat-exchange purposes when constructed, installed and operated such that the

pasteurized milk product in the regenerator will be under greater pressure than the heat-
transfer-medium in the regenerator at all times:

a) Regenerators of this type shall be constructed, installed and operated so that pasteurized

milk or milk product in the regenerator will automatically be under greater pressure than the

heat-transfer water in the regenerator at all times.

b) The pasteurized milk or milk product, between its outlet from the regenerator and the nea-

rest point downstream open to the atmosphere, shall rise to a vertical elevation of 30.5

centimeters (12 inches) above the highest heat-transfer water level, downstream from the water

supply tank, and shall be open to the atmosphere at this or a higher elevation.

¢) The overflow of the top rim of the water supply tank shall always be lower than the
lowest heat-transfer water level in the regenerator.

d) No pump or flow-promoting device which can affect the proper pressure relationships
within the regenerator shall be located between the pasteurized milk or milk product
outlet from the regenerator and the nearest downstream point open to the atmosphere.

e) No pump shall be located between the heat-transfer water inlet to the regenerator and the

water supply tank, unless it is designed and installed to operate only when pasteurized milk or

milk product is flowing through the pasteurized milk product side of the regenerator and when
the pressure of the pasteurized milk or milk product is higher than the maximum pressure
produced by the pump. This may be accomplished by wiring the heat-transfer water pump so
that it cannot operate unless:
a. Pasteurized milk or milk product is flowing through the pasteurized milk product side
of the regenerator; and
b. The pasteurized milk product pressure exceeds, by at least 6.9 kPa (1 psi), the
maximum pressure developed by the heat-transfer water pump. Pressure gauges shall be
installed at the heat-transfer water inlet to the regenerator and the pasteurized milk product
outlet of the regenerator. The accuracy of these required pressure gauges shall be checked,
by the Regulatory Agency, on installation; quarterly thereafter; and following repair or
adjustment.

f) _All heat-transfer water in the regenerator(s) will automatically drain freely into the water

supply tank or to the floor when the heat transfer water pump(s) are shut down and the heat-

transfer water connection(s) at the regenerator(s) is disconnected.

Name:  Dean Tjornehoj

Agency/Organization: = California Dairies Inc.

' Address: 2000 North Plaza Drive

City/State/Zip:  Visalia California, 93291

E-mail
Telephone No.: (559)625-2200 Address: dtjornehoj @califomiadairies.com



33rd NATIONAL CONFERENCE ON | Proposal# 115
INTERSTATE MILK SHIPMENTS

Committee: Tech/Scientific

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

This proposal would allow the circulating loop of a cross-flow membrane micro-filtration
system to be maintained at an elevated temperature during production as an alternative to the
current cooling requirements of ADMINISTRATIVE PROCEDURES #3 of Item 16p.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

ADMIN. PROCEDURES #3, b. of Item 16p currently requires milk and milk products that are
to be concentrated by RO or UF membrane filtration systems to either be pasteurized prior to
the filtration process or be maintained at a temperature of less than 65°F (or 70°F for less than
15 minutes). The purpose of this limitation is to restrict bacterial growth while the product is
in the retentate loop of the filtration system. While this temperature requirement may be a
valid safeguard for the concentrated retentate that is the desired final product of these
processes, it is not necessarily applicable to cross flow membrane filtration systems in which
the final product is the permeate that has passed through the filter membrane.

The major use of micro-filtration is to reduce the bacterial load of milk and milk products
either for extended shelf life dairy products or for the manufacture of cheese. In these
applications, the high efficiency of the filter membranes in removing bacteria (3-6 log
reduction) means that any bacteria growth in the retentate loop during the normal operating
time of these system (up to 10-12 hours) will be more than nullified in the product (permeate)
by the removal rate of the membrane. In addition, the total number of bacteria in the retentate

loop will constantly be diluted by the removal of retentate and the addition of new product
feed.



Another concern has been the growth of toxin producing organisms such as Staphylococcus
aureus at the elevated temperatures. Literature evidence from several sources, however,
indicates that Staph aureus will only reproduce at temperatures between 45°F and 118°F, and
will only produce toxin at temperatures between 57°F and 113°F. Therefore, if the
temperature of the milk product in the circulating retentate loop is maintained above 120°F,
both growth and toxin formation would be prohibited.

C. Proposed Solution

Changes to be made on page(s): 84 of the (X - one of the following):
X 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

Make the following changes to the 2009 Grade “A” Pasteurized Milk Ordinance.
Strike-out text to be deleted and underlined text to be added
Add to Item 16p, ADMINISTRATIVE PROCEDURES:

6. Milk and/or milk products for pasteurization may be processed by micro-filtration systems
prior to pasteurization, provided that;
a. prior to processing, all raw milk supplies are sampled and tested for antibiotic
residues in accordance with the provisions of Appendix N.:
b. if there is a continuous, circulating retentate loop with a feed and bleed system, the
following design, installation and operational criteria must be met:
(1) _The micro-filtration system is designed and operated to assure that milk or milk
product temperature in the circulating retentate loop is maintained at or below 18.3°C
(65°F), or at or above 51.7°C (125°F) throughout the process. Provided that the product
temperature may rise above 18.3°C (65°F) or fall below 51.7°C (125°F) for a period of
not more than fifteen (15) minutes, further provided that should the product temperature
rise above 21.1°C (70°F) or fall below 48.9°C (120°F), the product shall be either
immediately diverted to the system's balance tank until the product is again below 18.3°C
(65°F) or above 51.7°C (125°F), or be diverted to exit the system entirely. Diverted
product that has exited the system shall be either discarded, immediately cooled to below
7°C (45°F), or immediately pasteurized;
(2) The MF system must be equipped with temperature monitoring and recording
devices that comply with the applicable specifications outlined in Appendix H. of this
Ordinance. At a minimum, milk or milk product temperature shall be monitored and
recorded prior to entering the system and within the circulating retentate loop of each
module.
67. The design and operation of pasteurization equipment and all appurtenances thereto shall
comply with the applicable specifications and operational procedures of Subitems (A), (B), (D)
and (E).




Chuck Meek

“Agéncy/@rgani‘zaﬁ‘on: Tetra Pak Processing Systems Americas

Address: 200 South Park Blvd.

City/Stateé'Zf-ip: Greenwood, IN 46143

'/IEE/ ’]:1323 E\I’o’/ 317-885-5170 E’E/ rg/a;g /’A;dc’lress chuck.meek@tetrapak.com







33rd NATIONAL CONFERENCE ON | Proposal # 116
INTERSTATE MILK SHIPMENTS

Committee:

No Passed as
Action Submitted

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

To require that the reading of the airspace thermometer be recorded on batch pasteurizer
charts only at the start of the holding period if the airspace thermometer is a digital
combination type with a continuous recording of the airspace temperature.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

Currently the airspace thermometer is required to be read and recorded on batch pasteurizer
charts at the start and end of the holding period. Digital combination airspace
thermometers, as approved in Appendix H, provide a continuous recording of the airspace
temperature comparable to the continuous recording of the product temperature on the
pasteurizer charts. The indicating thermometer is required to be read and compared to the
recording thermometer at the start of the holding period. There should be no public health
significance in only requiring reading the digital portion of the airspace thermometer and
recording it on the chart at the start of the holding period as the continuous recording will
provide documentation that the proper airspace temperature is maintained throughout the
holding period.

C. Proposed Solution

Changes to be made on page(s): 102 of the (X - one of the following):

X 2009 PMO 2009 EML



2009 MMSR 2400 Forms

2009 Procedures 2009 Constitution and Bylaws

ITEM 16p.(E) PASTEURIZATION AND ASEPTIC PROCESSING RECORDS,
EQUIPMENT TESTS AND EXAMINATIONS

1. PASTEURIZATION AND ASEPTIC PROCESSING RECORDS:

All temperature and flow rate pasteurization recording charts or alternative records, acceptable
to

FDA, in place of charts shall be preserved for a period of three (3) months. Provided, that all
records and recording charts for aseptic milk and milk product systems shall be retained for a
period of three (3) years. The use of such charts shall not exceed the time limit for which they
are designed. Overlapping of recorded data shall be a violation of this Item. The following
information shall be entered on the charts or other records acceptable to FDA in place of charts
as applicable:

a. Batch Pasteurizers:

(1) Date;

(2) Number or location of recording thermometer when more than one is used;

(3) A continuous record of the product temperature;

(4) Extent of holding period, including filling and emptying times when required,

(5) Reading of airspace thermometer, at the start of the holding period and at the end of

the holding period, at a given time or reference point as indicated on the chart, provided if the
airspace thermometer is a digital combination type with a continuous recording of the airspace
temperature, the reading of the digital airspace thermometer shall only be required at the start
of the holding period;

(6) Reading of indicating thermometer, at the start of the holding period, at a given time

or reference point as indicated on the chart;

(7) Quarterly, the time accuracy of the recording thermometer, as determined

Name: Leah Keller

Agency/Organization: New Hampshire Department of Health and Human Services

7 Address: 29 Hazen Drive

City/State/Zip: Concord, NH 03301

Telephone No.: (603) 271-4673 E-mail Address: lkeller@dhhs.state.nh.us



33rd NATIONAL CONFERENCE ON | Proposal # 117
INTERSTATE MILK SHIPMENTS

Committee: Scientific

No Passed as Passed as
Action Submitted Amended

COUNCIL ACTION

FINAL ACTION

A. Summary of Proposal

To recognize the results of the scientific challenge studies conducted by the Milk Industry
Foundation (MIF) in cooperation with the US Food & Drug Administration from 2005 until
2008 that demonstrated that the use of potassium sorbate or specific microbial inhibitors
combined with filling cottage cheese at 55°F or less and cooling to 45°F or less within 72 hours
after filling provide equal or better food safety protection that the current PMO requirement to
fill cottage cheese at 45°F.

B. Reason for the Submission and

Public Health Significance and/or Rationale Supporting the Submission

The Milk Industry Foundation (MIF), which represents Grade “A” dairy processors, submitted
proposal 126 at the 2005 NCIMS Conference, which was passed by the delegates. FDA in a
July 2005 letter to the NCIMS Executive Board raised objections to this proposal (non-concur).
During the September 2005 joint meeting between the NCIMS Executive Board and FDA, FDA
requested that if MIF could provide some additional evidence of the safety of filling cottage
cheese at temperatures of 55°F and cooling the product down to 45°F in a reasonable amount of
time, FDA would consider withdrawing its non-concur position. The NCIMS Executive Board
requested FDA and MIF to work together to resolve this issue.

During the latter part of 2005, MIF developed a challenge study protocol, which was accepted
by FDA, to conduct laboratory trials at the University of Wisconsin and overseen by Dr. Kathy
Glass. The challenge study exposed cottage cheese at 55°F to various pathogens and then
cooled the cottage cheese and pathogen mixture at various rates down to 45°F. The product was
sampled initially and throughout the cooling period and the level of pathogens measured. This
first challenge study showed that the pH of cottage cheese was generally not low enough to
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inhibit the growth of pathogens are a rate equal to or lower than the growth of pathogens in
cottage cheese maintained at 45°F.

A second challenge study was conducted in 2006, using very similar protocol by Dr. Kathy
Glass and this demonstrated that the use of potassium sorbate at certain concentrations in the
cottage cheese was very effective in reducing or stopping the growth of pathogens inoculated
into the cottage cheese. However, a number of cottage cheese processors preferred not to use
potassium sorbate because of slight flavor issues in the cottage cheese.

The final challenge study (third) was conducted by Dr. Glass in 2007 & 2008, using natural
microbial inhibitors. FDA reviewed and accepted the challenge study protocol, which had to be
modified from the first two challenge studies to address the proper storage, mixing and addition
of the various microbial inhibitors. The report of this third challenge study demonstrated that
the use of microbial inhibitors added to cottage cheese filled at 55°F or less and cooled to 45°F
or less within 72 hours successfully reduced the growth of pathogens in cottage cheese to a level
that was equal to or lower than the growth of these same pathogens when the cottage cheese was
filled at 45°F. The final report from this third challenge study was submitted to FDA for final
review in January 2009. At a meeting scheduled by FDA on August 13, 2010 between MIF
members, companies providing the various microbial inhibitors and Dr. Kathy Glass, who
conducted all three challenge studies, it appeared that FDA’s senior scientist was supportive of
the premise of the third challenge study, i.e. that the use of microbial inhibitors enhance the
safety of cottage cheese.

The outcome of all three of these studies provided additional scientific evidence to a large body
of information in the scientific literature that cottage cheese can be safely filled at 55°F or lower
and reduced in temperature to 45°F or lower within 72 hours after filling, provided that either

the proper concentration of potassium sorbate or one of the specific microbial inhibitors is used.

The purpose of this proposal is to modify Section 17 of the 2009 Pasteurized Milk Ordinance to
recognize the new scientific evidence on enhancing the safety of cottage cheese.

C. Proposed Solution

Changes to be made on page(s): 107 -111 of the (X - one of the following):
XXX 2009 PMO 2009 EML
2009 MMSR 2400 Forms
2009 Procedures 2009 Constitution and Bylaws

CHANGES TO ITEM 17p.-COOLING OF MILK AND MILK PRODUCTS
ITEM 17p. COOLING OF MILK AND MILK PRODUCTS

All raw milk and milk products shall be maintained at 7°C (45°F) or less until
processed. All whey and whey products for condensing and/or drying shall be
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maintained at a temperature of 7°C (45°F) or less; or 57°C (135°F) or greater until
processed, except that acid-type whey with a titratable acidity of 0.40% or above, or a
pH of 4.6 or below, is exempted from these temperature requirements.

All pasteurized milk and milk products, except the following, shall be cooled
immediately prior to filling or packaging, in approved equipment, to a temperature of
7°C (45°F) or less, unless drying is commenced immediately after condensing:

Those to be cultured;

Cultured sour cream at all milkfat levels with a pH of 4.70 or below*;

Acidified sour cream at all milkfat levels with a pH of 4.60 or below*;

All yogurt products at all milkfat levels with an initial pH of 4.80 or below* at filling;
Cultured buttermilk at all milkfat levels with a pH of 4.60 or below*; and

Cottage cheese at all milkfat levels with an initial pH of 5.2 or below and

67 All condensed whey and whey products shall be cooled during the crystallization
process to 10°C (50°F) or less within seventy-two (72) hours of condensing, including
the filling and emptying time, unless filling occurs above 57°C (135°F), in which case,
the seventy-two (72) hour time period begins when cooling is started****.

R

*Critical factors including, but not limited to, pH and cooling time and temperature
shall be monitored and documented by the processing facility for verification by the
Regulatory Agency. pH limit with a pH variance of + 0.05 units to account for
reproducibility and inaccuracies in pH measurements. Formulation or processing
changes that affect critical factors shall be communicated to the Regulatory
Agency.

All pasteurized milk and milk products, except the following, shall be stored at a
temperature of 7°C (45°F) or less and maintained thereat following filling or until
further processed:

1. Cultured sour cream at all milkfat levels with a pH of 4.70 or below* and cooled to
7°C (45°F) within one hundred sixty eight (168) hours of filling**;
2. Acidified sour cream at all milkfat levels with a pH of 4.60 or below* and cooled to
7°C (45°F) within one hundred sixty eight (168) hours of filling**;
3. All yogurt products at all milkfat levels with an initial pH of 4.80 or below* at filling,
with a pH of 4.60 or below within twenty-four (24) hours of filling* and cooled to 7°C
(45°F) within ninety-six (96) hours of filling**; and
4. Cultured buttermilk at all milkfat levels with a pH of 4.60 or below* and cooled to
7°C (45°F) within twenty-four (24) hours of filling**;,_ and
5. Cottage cheese at all milkfat levels:
a. With an initial pH of 5.2 or below” and filled at 13°C (55°F) or below and cooled
to 7°C (45°F) or below within seventy-two (72) hours of filling**, if using one or a
combination of more than one of the following:
1) Inhibitor | — minimum of 0.03% Bioactive Protein |*
2) Inhibitor D — minimum of 0.15% Fermentate D*
3) Inhibitor E — minimum of 0.1% Fermentate E*
4) Inhibitor E — minimum of 0.1% Fermentate E + Live Culture*
5) Inhibitor A — minimum of 0.15% Fermentate A*
6) Potassium sorbate - minimum of 0.06%*




*Critical factors including, but not limited to, pH, potassium sorbate concentration,
microbial _inhibitor concentration, and cooling time and temperature shall be
monitored and documented by the processing facility for verification by the
Regulatory Agency. pH limit with a pH variance of + 0.05 units to account for
reproducibility and inaccuracies in pH measurements. Formulation or processing
changes that affect critical factors shall be communicated to the Regulatory
Agency.

** Temperature monitored at the slowest cooling portion, i.e., middie of the
container, of the slowest cooling container, i.e., in the middie of the pallet.

All pasteurized milk and milk products to be condensed and/or dried, shall be stored
at a temperature of 10°C (50°F) or less and be maintained thereat until further
processed.

Every refrigerated room or tank, in which milk or milk products, whey and whey
products, and condensed milk and milk products are stored, shall be equipped with an
accurate indicating thermometer.

On delivery vehicles, the temperature of milk and milk products shall not exceed 7°C
(45°F).

Aseptically processed milk and milk products to be packaged in hermetically sealed
containers shall be exempt from the cooling requirements of this Item.

Electronic Data Collection, Storage and Reporting: The electronic storage of required
cleaning records and product storage temperature records, with or without hard copy printouts,
shall be acceptable, provided, the electronically generated records are readily available at the
milk plant for review by the Regulatory Agency. Electronic records that comply with the
applicable provisions of Appendix H., IV and V, with or without hard copy, may be used in
place of the cleaning records.

PUBLIC HEALTH REASON

When milk and milk products are not cooled within a reasonable time, after being
received at the milk plant, its bacterial content will be materially increased. The same
reasoning applies to cooling the milk and milk products after pasteurization, uniess
drying is commenced immediately after condensing.

ADMINISTRATIVE PROCEDURES
This Item is deemed to be satisfied when:

1. All raw milk and milk products shall be maintained at 7°C (45°F) or less until
processed, except that acid-type whey with a titratable acidity of 0.40% or above, or a
pH of 4.6 or below, is exempted from these temperature requirements. Provided, that
all balance or surge tanks (continuous flow with a retention time not to exceed one (1)
hour) for raw milk and milk products, pasteurized milk and milk products and whey
and whey products may be maintained at any temperature for up to twenty-four (24)
hours.

2. All whey and whey products for condensing and/or drying are maintained at a
temperature of 7°C (45°F) or less; or 57°C (135°F) or greater until processed.
Storage tanks containing whey and whey product above 7°C (45°F) and below 57°C
(135°F) shall be emptied, cleaned and sanitized after each four (4) hours of use or
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less. ***
3. All pasteurized milk and milk products, except the following, are cooled
immediately in approved equipment prior to filling or packaging to a temperature of
7°C (45°F) or less, unless drying is commenced immediately after condensing:
a. Those to be cultured;
b. Cultured sour cream at all milkfat levels with a pH of 4.70 or below*;
c. Acidified sour cream at all milkfat levels with a pH of 4.60 or below*;
d. All yogurt products at all milkfat levels with an initial pH of 4.80 or below* at
filling;
€. Cultured buttermilk at all milkfat levels with a pH of 4.60 or below*; and
f. Cottage cheese at all milkfat levels with an initial pH of 5.2 or below*, and
fg. All condensed whey and whey products shall be cooled during the
crystallization process to 10°C (50°F) or less within seventy-two (72) hours of
condensing, including the filling and emptying time, unless filling occurs above
57°C (135°F), in which case, the seventy-two (72) hour time period begins when
cooling is started. ***

*Critical factors including, but not limited to, pH and cooling time and temperature
shall be monitored and documented by the processing facility for verification by the
Regulatory Agency. pH limit with a pH variance of + 0.05 units to account for
reproducibility and inaccuracies in pH measurements. Formulation or processing
changes that affect critical factors shall be communicated to the Regulatory
Agency.

4. All pasteurized milk and milk products, except the following, shall be stored at a
temperature of 7°C (45°F) or less and be maintained thereat following filling or until
further processed:
a. Cultured sour cream at all milkfat levels with a pH of 4.70 or below* and cooled
to 7°C (45°F) within one hundred sixty eight (168) hours of filling**;
b. Acidified sour cream at all milkfat levels with a pH of 4.60 or below* and cooled
to 7°C (45°F) within one hundred sixty eight (168) hours of filling**;
c. All yogurt products at all milkfat levels with an initial pH of 4.80 or below* at
filling, with a pH of 4.60 or below within twenty-four (24) hours of filling* and cooled
to 7°C (45°F) 